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ISRCTN Results System Prototype (link)

Summary of the PHUSE Data Transparency Working Group’s Feedback Submitted Online Via Prototype
Link

Form fields highlighted in

Dear ISRCTN Team

We would like to thank you for the opportunity to review and provide feedback on the new results system
prototype. The feedback was developed by a diverse group of experts from the PHUSE Data Transparency
Working Group.

For the purposes of providing feedback, we have tested the fields, and we are not submitting any results. We
noticed the option to submit the form is greyed out since the ISRCTN results system prototype disables the
submit button while in Review Mode. | am pleased to share a summary of comments, included in the ISRCTN
results system prototype feedback collated from our review at PHUSE.

We are an independent, not-for-profit organisation run by a worldwide team of volunteers providing the
healthcare industry with a premier platform for open-access knowledge sharing of ideas, tools and standards
around data, statistical and reporting technologies. PHUSE has become the industry voice to regulatory
agencies and standards organisations such as the FDA, the EMA and CDISC.

Our team have very much enjoyed being part of this important initiative to give feedback and drive forward the
future of clinical trials.

Please feel free to reach out if you have any queries.
Many thanks
Devaki Thavarajah

PHUSE Data Transparency Working Group Lead
devaki.thavarajah@phuse.global

Respectfully submitted on behalf of the PHUSE Data Transparency Working Group
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Please tell us about your experience with registries:

O | register most studies on ISRCTN
® | register most studies on ClinicalTrials.gov/another registry

© I do not register studies

Please provide any additional information such as your

role and organisation

Enter your role, organisation or other information...

=» Click here to review the form
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. ISRCTN

The UK's Clinical Study Registry

Results Submission

This form allows you to submit summary results from your study and meet
World Health Organisation (WHOQ) requirements and UK regulations

To view a PDF of the form click here (to be added)

Please select one of the options below:

| want to:

® Review the form without submitting results

' Submit results for a study registered on ISRCTN

' Submit results for a UK study registered on ClinicalTrials.gov
£ Submit results for a UK study registered on a different registry
2 Continue submitting saved (but not submitted) results

O Update submitted results

Review Mode

You will be able to view all sections of the form.

Any data entered will not be saved and submission of data to the registry will be disabled.

oo

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
Web www.phuse.global VAT No: GB920 0529 64 subsidiary of PHUSE Limited) = U82300PN2024FTC236151
Company No: 750562 GST No: 27TAAPCP2555B1ZE

PAN No: AAPCP2555B



/\ Kent Innovation Centre
Millennium Way

phuse Broadstairs
\/ Kent

CT10 2QQ

Example screenshots:

Results Sections Contents Page — Before Completion

REVIEW MODE
Vou are viewing the form in review mode. Any data entered will nat be saved and submitting data to the registry i disabled.

For testing the prototype you can mark all sections complets. i ipant Flaw needs to be compl other sections can be sccessed

Results Submission Form

Please select o section to edit

Conficts of Intevest

Participant Flow

CompleSion Stahus

Results Sections Contents Page — After Completion

e
Fortesing th prototypyou can mark il sacons complet. Otherwse Pt Fo: nees s b completbefre some e ecions an be aczzsd
Results Submission Form
Al sectons e complete
Phare v Ev confimations o befre submsting ot reats o ey
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Page disclaimer located at the bottom of the Contents page:

(Checkboxes are greyed out since the ISRCTN results system prototype disables the submit button in
Review Mode.)

Al sections are complete.

Plesse review the confirmations below before submitting your results to the registry.

Review Mode - Submission Disabled

The tenfirmastion tsggies snd submit bubtan are disabled in review mode.

canfirm that my submizsion has baen reviewed snd chacked snd that warnings from the ariline checking system have been consideresl,

canfirm, ta the best of my knowledge, that the information and data provided are complete and accurate.

take full resparsibility for the contents of this submission,

@ SUBMIT RESULTS 10 REGISTR

Subrmit buttan is disabled in Review Mode.

Yo o gien
o ]
Check Your Submission
Important: You are required to Check Your Submission before you can complete this section,
Erors need to be corrected before you can complete this section. Please note that some Wamnings
are generated with Al technology that may make mistakes.
[ ——
Retum to Menu
Provide feadback on this section
ISRCTN Results Submission Form
Baseline Characteristics
Generated on: Seplember 30, 2025 at 15:37:48
Print Functionality To Be Added
Print functionality will be added
This feature will allow you to print or save a POF of your completed section
© 2025, All rights reserved
ISRCTN Results Submission Form - Baseline Characteristics
E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:

Web www.phuse.global VAT No: GB920 0529 64 subsidiary of PHUSE Limited) @ U82300PN2024FTC236151
Company No: 750562 GST No: 27TAAPCP2555B1ZE
PAN No: AAPCP2555B



7y
phuse
\_/

Potential Conflicts of Interest:
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WHO requirement: Conflicts of interest for study steering group members are included in the registry

summary results.

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

Very easy | Moderately easy | Not easy

PHUSE Response Selection:
Not easy

2. What suggestions would you make to improve this section?

e Suggest defining conflicts of interest. (There is no definition on the web form or any links to where this
information can be found.) Also define who is considered a steering committee member.

POTENTIAL CONFLICTS OF INTEREST

The Weorld Health Organisation (WHO) requires that conflicts of interest for study steering
group members are included in registry summary results

Was there a study steering committee for your study?

Yes

Check Your Submission

Important: You are required to Check Your Submission before you can complete this section.
Errors need to be comrected before you can complete this section. Please note that some Warnings
are generated with Al technology that may make mistakes.

Save Progress and 8 Print Secton
Retum o Menu

Close feedback form

POTENTIAL CONFLICTS OF INTEREST

The World Health Organisation (WHO) requires that conflicts of interest for study steering
group members are included in registry summary results

‘Was there a study steering committee for your study?

e

O Mg
Please select one of the options below: m

1 Potential conflicts of interast for study steering group members are summarized with the peer
reviawed journal artide for this study

O | will summarise potential conflicts of interest for study steering group members Lsing the
registry form

POTENTIAL CONFLICTS OF INTEREST

The World Health Organisation (WHO) requires that conflicts of interest for study steering
group members are included in registry summary results

Was there a study stesring committee for your study?

Important: ou are required to Check Your Submission before you can complete this section
Errors need 1o b corracted before you can complete this saction. Please note that soms Warnings
are genarated with Al tzchnology that may make mistakes.
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Protocol & Statistical Analysis Plan:

WHO requirement: The final study protocol (with version
number, date and history of amendments) is included in the
registry summary results.

Please help us improve this form by providing feedback on this
section:

1. How easy will it be to complete this section?

Very easy | Moderately easy | Not easy

PHUSE Response Selection:

Moderately easy

2. What suggestions would you make to improve this

section?

No comments

Kent Innovation Centre
Millennium Way
Broadstairs

Kent

CT10 2QQ

FROTOCOL

The World Health Organisation (WHO) requires that the final study protocol (with version
number, date and history of amendments) is included in registry summary results

Infarmation should be redacted to comply with applicable privacy laws
Plzaza zzlact one of the options below:

1 provided my final study protocol to ISRCTM when | registered the study
O 1 will upload my final study protocel in _pdf format

O 1 will provide a Digital Object Identifier (DOT) for my final study protocol

STATISTICAL ANALYSIS PLAN

The World Health Organisation (WHO) requires that the final statistical analysis plan document
(with version number, date and history of amendments) is included in registry summary results

Information should be redacted to comply with applicable privacy laws
|5 there a statistical analysis plan document for your study?

s

O No

Check Your Submission

Important You are required to Check Your Submiszion before you can complete this section.
Errors nead to be corrected before you can complete this section. Please note that some Warnings
are generated with Al technology that may make mistakes.

Rerhrn to Menu

Provide feedback on this secsan

PHUSE Limited
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PROTOCOL

The World Health Organisation (WHO) requires that the final study protocol (with version
number, date and history of amendments) is included in registry summary results

Information should be redacted to comply with applicable privacy laws

Pleas= zelect one of the options below:

® | provided my final study protocol to ISRCTM when | registered the study
O 1 will upload my final study protocel in pdf format
O il provide a Digital Object Idantifier {DO1) for my final study protocol

STATISTICAL ANALYSIS PLAN

The World Health Organisation (WHO) requires that the final statistical analysis plan document
(with version number, date and history of amendments) is induded in registry summary results

Information should be redacted to comply with applicable privacy laws

Is there a statistical analysis plan document for your study?

O Yes

O No

Kent Innovation Centre
Millennium Way
Broadstairs
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PROTOCOL

The Warld Health Organisation (WHO) requires that the final study protocal (with version
number, date and history of amendments) is included in registry summary results

Information should be redacted to comply with applicable privacy laws

Plzazs z=lact one of the options below:

O | provided my final study protocol to ISRCTM when | registered the study
O | will updoad my final study protocol in_pdf format

® | will provids 3 Digital Object Identifisr (DO} far my final study protocal

| Enter DO! number |

Exarmple: 10.1234/abed efgh

STATISTICAL ANALYSIS PLAN

The World Health Organisation (WHO) requires that the final statistical analysis plan document
(with version number. date and history of amendments) is induded in registry summary results

Information should b redacted to comply with applicable privacy laws

I there a statistical analysis plan document for your study?

O Yes

O Na

PROTOCOL

The World Health Organisation (WHO) requires that the final study protocol (with version
number, date and history of amendments) is included in registry summary results

Information should be redacted to comply with applicable privacy laws

Please select one of the options below:

O\ provided my final study protocol to ISRCTN when | registered the study
® | will upload my final study protocel in _pdf format

2 1 will provide a Digital Object |dentifier (DOI) for my final study protocal

Pleaze select the protocol POF file to upload:
& Upload Pratacal: (o)
Acregted format: POF { pdf)

STATISTICAL ANALYSIS PLAN

The World Health Organisation (WHO) requires that the final statistical analysis plan document
(with version number, date and history of amendments) is included in registry summary results

Information should be redacted to comply with applicable privacy laws

Is there 3 statistical analysis plan document for your study?

s

O Na

STATISTICAL ANALYSIS PLAN

The World Health Organisation (WHO) requires that the final statistical analysis plan document
{with version number, date and history of amendments) is included in registry summary results

Information should be redacted to comply with applicable privacy laws

Is there a statistical analysis plan document for your study?

7 Yes

STATISTICAL ANALYSIS PLAN

The Werld Health Organisation (WHO) requires that the final statistical analysis plan document
(with version number, date and history of amendments) is included in registry summary results

Information chould be redacted to comply with applicable privacy lzws

Is thers  statistical analysis plan document for your study?

® Yag

O No

Please zelect one of the options below:

O | provided my final statiztical analysis plan to ISRCTM when | registered the study
O | will upload my final statistical analysis plan in pdf format

O | will provide 2 Digital Object |dentifier (DOI) for my final statistical analysis plan

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
VAT No: GB920 0529 64 subsidiary of PHUSE Limited) = U82300PN2024FTC236151
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Completion Status:

WHO requirement: The completion status and completion date for your study are included in the registry
summary results.

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

Very easy | Moderately easy | Not easy

PHUSE Response Selection:

Moderately easy

2. What suggestions would you make to improve this section?

No comments

COMPLETION STATUS COMPLETION STATUS
The World Health Organisation (WHO) requires that the P status and
date for your study is included in registry summary results The World Health Organisation (WHO) requires that the completion status and completion

date for your study is included in registry summary results

Please select the option from the dropdown box that best describes the completion status for your
study:

Please select the option from the dropdown box that best describes the completion status for your
Stopped earty ~ study:

Completed as expected v

Please enter the date your study reached its completion status:

nm= 2

Unless otherwise stated in the protocol: 38/89/ 2825 =]

* For interventional studies: This is the date the |ast participant completed their final visit for
assessment of the primary outcome measure, secondary outcome measures and adverse
events (the last participant's last visit)

For non-interventional studies: This is the date of the last patient observation

For database or registry studies: This is the date the analysis was completed or discontinued

Please enter the date your study reached its completion status:

Unless otherwise stated in the protocol:

® Forinterventional studies: This is the date the last participant completed their final visit for
assessment of the primary outcome measure, secondary outcome measures and adverse
events (the last participant's last visit)

Please provide reasons why your study was stopped early: For non-interventional studies: This is the date of the last patient observation

For database or registry studies: This is the date the analysis was completed or discontinued

e.g., met a predefined stopping rule for efficacy, met a predefined stopping rule
for futility, met a predefined stopping rule for safety, stopped for safety
concerns, funding issues

Check Your Submission Check Your Submission

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
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Publication Status:

WHO requirement: The date and digital object identifier for the journal publication of the primary results
are included in the registry summary results.

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

Very easy | Moderately easy | Not easy

PHUSE Response Selection:

Moderately easy

2. What suggestions would you make to improve this section?

No comments

PUBLICATION STATUS

The World Health Organisation (WHO) requires that the date and digital object identifier for
the journal publication of the primary results is included in registry summary results

Have the primary results for your study been published in a peer-reviewed journal article?

O Yes

© No

Check Your Submission

Important: You are required to Check Your Submission before you can complete this section.
Errors need to be corrected before you can complete this section. Please note that some Warnings
are generated with Al technology that may make mistakes.

Save Progress and & Print Section
Return to Menu

Provide feedback on this section

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
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PUBLICATION STATUS PUBLICATION STATUS
The World Health Crganisation (WHO) requires that the date and digital object identifier for The World Health Organisation (WHO) requires that the date and digital object identifier for
the journal publication of the primary results is included in registry summary resukts the journal publication of the primary results is included in registry summary results
Have the primary results for your study been published in a peer-reviewed journal artice?  [Jsl= Have the primary resultz for your study been publizhad in 3 peer-reviewed journal articla? [T
Primary Results Definition: Primary Results Definition:
Primary results refer to findings related to the primary outcome(s) of your study as pre-spacified in Frlmary res"lr':'_lf:rﬂ = !i'ml::ln.gslre{lja‘t-sd to the primary outcome(s) of your study as pre-specified in
your protocol. They typically include: S EE T T T
- . . . = Main findings relatad to the primary ohjectivels) of the stwdy
= Main findings related to the primary objective(s) of the stu N - .
= Razsults tha:gaddless the rimp I:lyeﬂiesis or research u::tion * Results that address the primary hypothesis or ressarch question
= Dizta analysis of the Dm-:ped::d IJIF'Ji'I'IEIY endpoint s ’ 7 B F AR e e P e A

Note: Congress abstracts or preliminary communications are not considered complete
publications of primary results. This guestion asks whether 3 peer-reviewed journal article
reparting the primary outoome results has been published.

Mote: Congress abstracts or preliminarny communications are not considered complete
pubdications of primary results. This question asks whether a peer-reviewed joumnal article
reporting the primary cutcome resulis has been published.

[a] Ve

g

[w] Mo

Please enter the date the peer-reviewed journal article was publizhed:

| el R a |

Is there a Digital Object Identifier (:O1) for this publication?

O Yag

(=] Mo

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
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Plain Language Summary of Results:

The WHO does not require plain language

summaries (PLSS) of results to be included in the The World Health Organisation (WHO) does not require plain language summaries (PLSs) of
. results to be included in registry summary results

registry summary results.

PLAIN LANGUAGE SUMMARY OF RESULTS

‘fou are however encouraged to provide a PLS of your results to help paricipants and others
. . .- d nd the results of your stud

Please help us improve this form by providing s R s
feed baC k on th | S SeCti on: Pleaze review guidance for plain language summaries availzble here

S2e Help for information on posting a PLS of results to meet UK regulations
1. How easy will it be to complete this section? —
Very easy | Moderately easy | Not easy
Plain Language Summary Requirement:

PHUSE Response Selection: UK Regulations for dinical trials of medicines for human use raquire that:

Moderate ly easy = Unless there is 3 deferral or waiver, within 12 months after the conclusion of a dinical trial
sponsors must offer 8 summary of results written in 3 manner understandable to laypersons
to all relevant persons

= Rzlzvant persons include trizl participants. their legal reprasentatives or caregivers, and next

. . of kin {in casz of decezsad participants)
2. What suggestions would you make to improve
Posting a3 plain language summary of results to this registry and providing a link to participants

this section? and others is one way you can meet this raquirement

No comments

Please select one of the options below:

0| will upload a plain language summary of rasults in_pdf format
O} will provide a Digital Object Identifier (DOI) for @ plain language summary of resutts
2| will make a plain language summary of results available through a different mechanism

O will nat make a plain language summary of results available

Chack Your Submission

Important: You are required to Check Your Submission before you can complete this section.
Errors need to be comrected before you can complete this ssction. Pleaze note that some Wamings
are generated with Al techmology that may make mistakes.

Relum fo Memu

Provide feedbeck on this seclion

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
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Data Sharing Plan:
WHO requirement: The data sharing plans are updated as needed after study completion.

Please help us improve this form by providing feedback on this section:
1. How easy will it be to complete this section?
Very easy | Moderately easy | Not easy

PHUSE Response Selection:
Moderately easy

2. What suggestions would you make to improve this section?

e Generalcomment: It would be helpful to mark on the form the fields from IRAS which are posted in the
public domain.

e |nsome organisations, another department populates the IRAS form, so perhaps it would be helpful to
have an option for the person completing the form to include additional member contact details; to
allow the form submission to be viewed by the other interested groups; and to show which fields were
selected to optin for auto-registration so the interested groups can also prepare for the next steps and
maintain compliance.

e Formatting: In instances where there is a prompt to select one option (“Please select one of the options
below:”), square checkboxes are used. Typically, square boxes are used when there are multiple
options to select. Therefore, we suggest changing square boxes to circular because circles are usually
used when there is only one option to select.

Note: This comment applies to all instances throughout the form when square boxes are used and the
user is required to select only one option.

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
Web www.phuse.global VAT No: GB920 0529 64 subsidiary of PHUSE Limited) = U82300PN2024FTC236151
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DATA SHARING

The Weorld Health Organisation (WHO) requires that data sharing plans are updated as needed
after study completion

This is the data sharing plan you provided when you registered this study:

[Data sharing plan from ISRCTN or ClinicalTrials.gov displayed here].

Please select one of the options below:

[ The data sharing plan for my study has not changed

' 1 will update the data sharing plan for my study
(also select this option if your study is not registered on ISRCTN or ClinicalTrials.gov)

Check Your Submission

Important: You are required to Check Your Submission before you can complete this section.
Errors need to be corrected before you can complete this section. Please note that some Warnings
are generated with Al technology that may make mistakes.

Return to Menu

Provide feedback on this section
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DATA SHARING

The World Health Organisation (WHO) requires that data sharing plans are updated as needed
after study completion

This is the data sharing plan you provided when you registered this study:

[Data sharing plan from ISRCTN or ClinicalTrials.gov displayed here],

Please select one of the opticns below:

B The data sharing plan for my study has not changed

O 1 will update the data sharing plan for my study
(also select this opticn if your study is not registered on ISRCTN or ClinicalTnals.gov)

Check Your Submission

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
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DATA SHARING

The World Health Organisation (WHO) requires that data sharing plans are updated as needed
after study completion

This is the data sharing plan you provided when you registered this study:

[Data sharing plan from ISRCTN or ClinicalTrials.gov displayed here].

Please select one of the options below:

[l The data sharing plan for my study has not changed

B | will update the data sharing plan for my study
(also select this option if your study is not registered on ISRCTN or ClinicalTrials.gov)

Update or provide your data sharing plan:

[pata sharing plan from ISRCTN or ClinicalTtrials.gov displayed here].

Check Your Submission

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
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Participant Flow:

WHO requirement: Information relating to the flow of participants through the study, from enrolment to
inclusion in the main analysis of the primary outcome measure, is included in the registry summary
results.

Please help us improve this form by providing feedback on this section:
1. How easy will it be to complete this section?
Very easy | Moderately easy | Not easy
PHUSE Response Selection:
Not easy
2. What suggestions would you make to improve this section?
e Generalcomment regarding the ‘Mark All Complete’ button in the top left corner of the main menu:
Suggestion for the system to include additional verification and pointers for the required amendments

(within each section and on the contents/main menu page) because this button may be selected
without the record being completed correctly.

e This sectionis complex and must be completed before being able to continue to the remaining
sections. The system includes validation checks but could be improved for user-friendliness.

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
Web www.phuse.global VAT No: GB920 0529 64 subsidiary of PHUSE Limited) = U82300PN2024FTC236151
Company No: 750562 GST No: 27AAPCP2555B1ZE

PAN No: AAPCP2555B



/‘\ Kent Innovation Centre
Millennium Way

phuse Broadstairs
v Kent
CT10 2QQ

PARTICIPANT FLOW

The World Health Organisation (WHO) requires that information relating to the flow of
participants through the study from enrollment to inclusion in the main analysis of the primary

outcome measure is included in registry summary results

You have the option to also provide participant flow information for other parts, cohorts or periods of
your study where this would help others understand your study

Information on participant flow is based on the CONSORT approach m

Flease select one of the options below:

B | will provide participant flow information for WHO requirements only - the number allocated to

study arms/groups and included in the main analysis of the primary cutcome measure

L T will provide participant flow information for WHO requirements and for other parts, cohorts

or periods in my study

Total Number of Participants

Please enter the total number of participants enrolled in your study before allocation to study

arms/groups:

Total Participants: | 0

Mote: This should be the total number of participants who were enrolled before randomisation or

allocation to study arms/groups (e.g.. number assessed for eligibility).
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PARTICIPANT FLOW

The World Health Organisation (WHO) requires that information relating to the flow of
participants through the study from enrollment to inclusion in the main analysis of the primary
outcome measure is included in registry summary results

You have the option to also provide participant flow information fer other parts, cohorts or peniods of
your study where this would help others understand your study

Infarmation on participant flow is based on the CONSORT approach

CONSORT 2025 Flow Diagram

The diagram below shows participant progress through the phases of a two group, parallel
randomised trial:

Enrcimant
[i 77}
Assessed for eligibllity
(D
Excluded
TP Mot meeting inclusion criteria
T? Declined to participate
77 Other reasons
[}
Randomised
A
[ Allocation 1
i 777}
Allocated to intervention Allocated to intervention
77 Received allocated interventi 77 Received allocated intervention
7?7 Did not receive allocated intervent 77 Did not receive allscated intervention
(give reasons) (ghve reasons)
1 Follonw-up 1
(i 777}
77 Discontinued intervention (gve reasons) 77 Discontinued intenvention (gve reasons)
T? Lost to follow-up for primary outcome T? Lost to follow-up for primary cutcome
{give reasons) (give reasonas)
| Analysis l
1 7772
7?7 Analysed for primary outcome T? Analysed for primary outcome
7 Excluded from analysis (give reasons) T Excluded from analysis (give neasons)

Fig 1 | CONSORT 2025 flow diagram. Flow diagram of participant progress through the phases of a two group, parallel
randomised trial (je, enrolment, intervention allocation, follow-up, and data analysis). CONSORT=Consolidated
Standards of Reporting Trials
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Study Arms/Groups

Please enter the number of study arms/groups in your study: m

Please enter a description for each arm/group:

Army/Group 1 | e.g., Placebo |

Arm/Group 2 | e.q., Treatment A |

Mote: The number of Arms/Groups and descriptions are applied to all relevant registry tables. If
you change the number of Arms/Groups or their descriptions these changes will be applied
throughout the form.

Participant Flow Information

Please select how you would like to provide participant flow information:

| will upload participant flow information table(s) and/or figure(s) in .pdf format

@ Sclect this option if it is difficult to use the registry tables to describe participant flow

for your study or if it is easier to provide accurate and complete data.

[ 1 will provide participant flow information by completing registry tables
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Options:

PDF UPLOAD

Table/Figure Upload

Upload
Reguinsmeanis

Important: Please click "Upload Requirements” above and read the requirements before
proceeding with the confirmations below.

confirm that the tables and/or figures | will upload have been reviewed and checked
complete and accurate data

confirm that the information | will upload meets WHO requirements and the registry
Upload Reguirements

Please explain the participant flow {optionall

confirm, to the best of my knowledge, that the tables and/or figures | will upload contain

Provide additicnal context or explanation about the participant flow in your stwdy...

Check Your Submission

Important: You are required to Check Your Submission before you can complete this section.

are generated with Al technology that may make mistakes.

Saw Prograes. and m

Retum o Menu

Pravide eedbadk an this s=clion

Ermors need to be comected before you can complete this section. Please note that some Warnings
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REGISTRY RESULTS TABLE UPLOAD

Participant Flow Information

Please select how you weuld like to provide participant flow information:

O 1 will upload participant flow information table(s) and/for figure(s) in .pdf format

O Select this option if it is difficult to use the registry tables to describe participant flow
for your study or if it is easier to provide accurate and complete data.

B | will provide participant flow information by completing registry tables

Creaie/Update Table with
Descriplions

Mumber of Participants

Please complete the table below by entering the number of participants:

Number of Participants Arm/Group  Arm/Group Study

1 2 Population
Allocated to Study Treatment(s) 0 ¢ !
Included in the Main Analysis of 0 ¢ !

the Primary Outcome Measure(s)

Included in Study Part, Cohort or 0 0 0
Period 1
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Reasons for Non-completion for Each Arm/Group

For each arm/group, provide the reasons for exclusion
{Mote: There is one table for each arm/group)

Close

Help:

s Enter the number of participants who were excluded for the reasons specified in the table. If
a participant was excluded for more than ane reason count only one reasen (the main
reason). Do not count the same participant in more than cne row. If no partcipants were
excluded for a specified reason leave the number as "0". Delete rows with all zeros using the
button at the bottom of each table.

* For participants who Did not Receive Any 5tudy Treatment as Allocated include only
participants who were allocated to a study treatment group but did not receive any part of
the assigned treatment (e.g., did not start treatment). Do not include participants who
received part but not all of the assigned treatment.

* Lost to Follow-up specifically refers to participants who were enrolled and assigned to a
treatment group but did not complete the study or a study period because they could not
be contacted or failed to return for follow-up assessments, This is distinct from other
reasons for non-completion, such as adverse events or participant withdrawal.

# |f there are other specific reasons that are not included in the table, use the box below the
table to add specific reasons to the table, Reasons added in error can be deleted.

# Use the Other Reason Excluded from Analysis row for participants excluded from the
analysis for reasons not captured elsewhere in the table. For example, if the analysis was
conducted in a per-protocel population, include here any participants excluded due to not
meeting those criteria (e.g., missing key visits, non-adherence), provided a more specific
reason (e.g., protocol violation, withdrawal) does not apply.

= For interim analyses add a reason "not recruited at the time of the interim analysis",
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Arm/Group 1 - Reasons Did not Receive Excluded from the Excluded frai
Any Study Main Analysis of Study Part, Col
Treatment as the Primary or Period 1

Allocated

Adverse Event

Death

Lack of Efficacy

Protocol Violation

Pregnancy

Participant Withdrawal
Withdrawn by Study Investigator

Lost to Follow-up

1apnooon
1000008004
. J000pann

Other Reason Excluded from NSA
Analysis

Add anather specific reason for Arm/Group 1 (optional):

| Enter another specific reason

Add Reason

Delete All Zero Rows (funclionality to
be added)
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Arm/Group 2 - Reasons Did not Receive Excluded from the Excluded fi
Any Study Main Analysis of Study Part, C
Treatment as the Primary or Period
Allocated Cutcome
Measure(s)
Adverse Event o] o] o
Death o] o] o
pack of Efficacy o] o] o
Protacel Viokation o] o] o
Pregnancy o] o] o
Participant Withdrawal o] o] o
Withdrawn by Study bwestigater [0 | o] o
post to Follow-up o] o] o
Other Reason Excluded from N/A o | o
Analysis
4 »

Add ancther specific reason for Arm/Group 2 {optionallk

| Entar another specific reason

Add Reason

Drelete All Zern Fows (funcionality o
be adcdesd)

Please explain the partidpant flow {optionall

Provide additional context or explanation about the participant flow in your stoedy. ..

Chack Your Submission
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Baseline Characteristics:
WHO requirement: Baseline characteristics for age, sex and other relevant characteristics are included
in the registry summary results.

Please help us improve this form by providing feedback on this section:
1. How easy will it be to complete this section?
Very easy | Moderately easy | Not easy

PHUSE Response Selection:
Not easy

2. What suggestions would you make to improve this section?

e Users must click on several options to navigate each aspect for completion. An option to reset form
fields would be helpful for starting afresh on a particular section or question. Square box options can
be unselected, but this is not possible with the circle field options. We suggest simplifying the
navigation and data entry user interface experience. The prototype lacks user-friendly features and
documentation.

e For sex, the options are: male, female, not recorded as male or female. In some cases - for example,
when there is one female in the arm — providing more baseline characteristic information gets you a
profile of the patient. There should be an option to show the baseline per overall study so as not to build
the profile of a particular patient where the arm is N=1.
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Options:

PDF UPLOAD

BASELIME PARTIOIFANT CHARACTERISTICS - FOPULATION 1

Tha Workd Hesbs Crganisation (WHO) reqeine that bassine carscterisc for g, sex and
cthar relevant charcteristics srs included in regartry smmary reln
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chamsciemaiics for snother study populstion whene Hhis sculd belp othen sndentand your sudy
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PmaLs s |

Pisars uiec] crm of the cpions bekow:

8 | wil cpioad beeine panticipant chanctervscs table(y) for this tiody popeieton n podi foreat

0 Sebect thin option if il iu cifficult o cue the regiry tabien &2 describe bassline
charactenyacs for yout shudy or § & nsauer o s smuris ard compleie de

1 wil provde asene parscpant characismbo for thin viudy populsbon by comgetng egainy
tabie

Tabis Uplcad

Uplaad
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imporisnt Vs sk “Upioes Megquesmenh” shove and mad the regmmeni belom
procreding with the confirmations below

Emsline Charscteriztics for Anciher Populsson

Do you want 1o sdd benebre charsctenyscy for snother siudy populston?
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REGISTRY RESULTS TABLES UPLOAD
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AGE

Please select one of the options below:

B | will provide a statistical measure (e.g., mean, median) and a statistical measure of variation

(e.g., standard deviation, range) of the age in each study arm/group

O | will provide the number of participants in defined age groups in each study arm/group (e.g
18-65 years; =05 years)

Age - unit of measurement: | e.g., years
Age - statistical measure: | e.g., mean, median

Age - measure of variation: | e.g.. standard deviation, range

Creaie/Update Table with

Dexscriplions
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AGE

Please select one of the options below:

| will provide a statistical measure (e.g.. mean, median) and a statistical measure of variation
(e.g.. standard deviation, range) of the age in each study arm/group

O | will provide the number of participants in defined age groups in each study arm/group (e.g..
18-65 years; »65 years)

Age - unit of measurement: | e.g.. years
Age - statistical measure: | .0, mean, median

Age - measure of variation: | e.g., standard deviation, range

Create/Update Table with
Descriptions

Other Population

Please complete the table below:

Arm/Group  Arm/Group

Age Data 1 2
Number of Participants with 0 0
Available Data at Baseline
Unit of Measurement (units) units units
Statistical Measure 0 0
Measure of Variation
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AGE

Please select one of the options below:

1 | will provide a statistical measure (e.g., mean, median) and a statistical measure of variation

(e.g., standard deviation, range) of the age in each study arm/group

8 | will provide the number of participants in defined age groups in each study arm/group (e.g,,
18-65 years; »65 years)

How many age groups are there for your study?

2

Please enter a description for each age group:

Age Group 1: | e.g., <13 years

Age Group 2: | e.g., 18-65 years

Creale/Update Table with
Descriplions
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AGE

Please select one of the options below:

O lwill provide a statistical measure (e.g., mean, median) and a statistical measure of variation

(e.g., standard deviation, range} of the age in each study arm/group

8 | will provide the number of participants in defined age groups in each study arm/group (e.g.,
18-85 years; >65 years)

How many age groups are there for your study?

2

Please enter a description for each age group:

Age Group 1: | e.g., =18 years

Age Group 2! | e.g., 18-65 years

Creale/Update Table with
Descriplions

Other Population

Please complete the table below:

Age Data Arm/Group  Arm/Group
1 2
Number of Participants with 0 o
Available Data at Baseline
<18 years - Number of 0 o
Participants
18-65 years - Number of 0 o
Participants
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Additional Population 2

Delete Population 2

BASELINE PARTICIPANT CHARACTERISTICS - POPULATION 2

The World Health Organisation (WHO) requires that baseline characteristics for age, sex and
other relevant characteristics are included in registry summary results

This is typically for all participants allocated to study arms/groups

After entering information for this study population, you will have the option to enter baseline
characteristics for another study population where this would help others understand your study

For multi-part studies, to provide baseline characteristics for different parts of your study enter each
part in turn as a different population. Select Other from the dropdown box below and provide a part

description and the population e.g, Dose Ranging Part. Intent-to-Treat Population (all participants
allocated to study arms/groups)

Please select the population for baseline characteristics from the dropdown list:

Please select._. hd

Please select one of the options below:

0 | will upload baseline participant characteristics table(s) for this study population in pdf format

@ Select this option if it is difficult to use the registry tables to describe baseline

charactenistics for your study or if it is easier to provide accurate and complete data.

O | will provide baseline participant characteristics for this study population by completing registry
tables

Check Your Submission

Please select the population for baseline characteristics from the dropdown list:

Please selech... b

Please select...

Intent-to-treat population (all participants as allocated to study armsi/groups)
Per-protocel population (only participants who complied with the protocal)

Safety population (all participants who received at least one dose)

Other
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Outcome Measures - Population 1:

WHO requirement: Primary and secondary outcome measure results are included in the registry
summary results.

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

Very easy | Moderately easy | Not easy

PHUSE Response Selection:

Not easy

2. What suggestions would you make to improve this section?

e Inthe section for uploading of results, is that needed for individual endpoints or for all of them?

e Clarification is required on how to report the outcome measure for a different population when a
different population was selected for the overall Outcome Measures section. This is a system limitation
in reporting outcome measures for different populations, whereby only one population can be selected
per outcome measure, which may not reflect study complexity.

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
Web www.phuse.global VAT No: GB920 0529 64 subsidiary of PHUSE Limited) = U82300PN2024FTC236151
Company No: 750562 GST No: 27AAPCP2555B1ZE

PAN No: AAPCP2555B



/‘\ Kent Innovation Centre
Millennium Way

phUSG Broadstairs
v Kent
CT10 2QQ

OUTCOME MEASURES - POPULATION 1 OUTCOME MEASURES - POPULATION 1

The World Health Organisation (WHO) requires that primary and secondary outcome measure
results are included in registry summary results The World Health Organisation (WHO) requires that primary and dary e
results are included in registry summary results

‘fou have the option to incude other outcome measures where this would help others understand
your study You have the option to include other outcome measures where this would help others understand
your study

‘Where the same or different outcoms measures are analysed in differsnt populations, enter results

for each population in tum ‘Where the same or different outcome measures are analysed in different populations, enter results

. § . - . N for each population in tum
For miulti-part studies, enter each part in turn a3 a different population. Select Cther from the

dropdown box below and provide a part desoription and the population g, Doss Ranging Part

Intentt to Treat Population [all participants allocated to sudy arms/graups) For multi-part studies, enter each part in turn as a different population. Select Other from the

dropdown box below and provide a part description and the pepulation e.g.. Dose Ranging Part.
Intent to Treat Population (all participants allocated to study arms/groups)

Close

S Your Registened Oubcome Measires

Please select the analysis population from the dropdown list:

Plasms salect -

These are the outcome measures registered for this study:
How many outcome measures are you reporting for this study population?

Primary outcome measure

Primary outcome measure(s) from ISRCTN or ClinicalTrials.gov displayed here
Are you reporting all the outcome measures you registered for this study population?

Mote : The inclusion of all registered autcome measures will be checked as part of the editorial review
of your submizsion. If results for an outcome measure are not being reported for this study Secondary outcome measures

population please provide an explanation here
Secondary outcome measures from ISRCTN or ClinicalTrials.gov displayed here

® yas

O Mg

POPULATION 1: QUTCOME MEASURE 1

Please select the outcome measure type from the dropdown list:

Prirmary v

Pleasze enter 3 description for the outcome measure
[thiz can be copied from your registered outcome measures if shown sbove)

£.g., systalic blood pressure at 12 wocks, change from bascline in body weight,
percentage change in LOL cholesterol, difference in response rates botween troatment
Broups
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See Your Registered Ouicome Measures

Please select the analysis population frem the dropdown list:

Other w

Please enter a description for the analysis population:

For example: Modified intenmt-to-treat population

How many cutcome measures are you reporting for this study population?

Are you reporting all the ocutcome measures you registered for this study population?

MNote : The inclusion of all registered outcome measures will be checked as part of the editorial review
of your submission, If results for an cutcome measure are not being reported for this study
population please provide an explanation here

® ‘Yag
2 Mo
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Are you reporting all the outcome measures you registerad for this study population?

Mote : The inclusion of all registered cutcome measures will be checked as par of the editorial review
of your submission. |f results for an outcome measure are not being reportad for this study
population please provide an explanation hers

s

[w] Mo

POPULATION 1: QUTCOME MEASURE 1

Pleaze select the outcome measure type from the dropdown list:

Prirn: -
| Primary |

Please enter 3 description for the outcome measure
(thiz can be copied from your registered outcome measures if shown abovel

e.g., systalic blood pressure at 12 weeks, change from baseline in body weight,
porcentage change in LOL cholestercl, differcnce in responsc rates botween troatment

Broups
A
|5 this Qutcome Measure induded in your protocol registration?
O Yas
® o
Pleass provide an explanation:
For cxample: Thore was a protocel amendnent but the registration was nat updated {scc
study protacol)
s

Outcome Measure Format

Please select one of the options below:
[To be added: The tables or figures already uploaded provide the results for this outcome measurs]

= | will upload table(s) and/or figureiz) in pdf format showing the results for this outcome
rreasure

@ Select this option if it i difficult to use the registry tables to desaribe the results for your
study or if it is easier to provide accurate and complete data.

= | will complete the registry results tables for thiz cutcome measure

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
Web www.phuse.global VAT No: GB920 0529 64 subsidiary of PHUSE Limited) = U82300PN2024FTC236151
Company No: 750562 GST No: 27TAAPCP2555B1ZE

PAN No: AAPCP2555B



/\ Kent Innovation Centre
Millennium Way

phuse Broadstairs
v Kent
CT10 2QQ

How mary aslmme mesunn ae pmu reparing for i dudy populsbon?

L1

Fuw pou reporang al e cutrome messsnes you regasered for i stody populeton?
Nois: e nduon of sl regised oulocme mesunes will be chedosd ax pari of e sdional e

o yowsr ausminmn H et for sn ootcoms meowe are not beng reporied for shnodudy
popu eton cleaw provde an ssplanabon hee

Pisase preracie the nombsr of egeiersd ouicoms meanures you a9 not reperbng

Meass proade [he desnphon of sach non-epored oulmmes mem e and eescm kol repring

Outcome Manure 1 not reported:

Bof.. BECERISRY BASPLANED Rl yede Bragrescion (reR gereleal - DHES (47 TRA aEcsEs
LT L0 WRlag ol lRTRME fo7 Dess CallecTe

s
POPULATION §: DUTCOORE MEASS LFRE 7
Peass sebect the ootcome mess s fee brom he diosdosn it
I P ¥|
Flease sier & desmnpson for the oulooms mesnurs
[thax can be coped from your regiered oultome memone | shown aboe)
£, Ayutalic blood preseers 31 13 weeie, donge irss Bsorline dn sedy seiphs,
EcerTage Change in LIL osaleitevcd, 20 fereaE AN FecEES CITEG BEDeRH) TOEASERST
o
s
h thn Duiocme Memurs included n yoor proiocol iegatrston?
e
& ric
Flauir proside an spbraica
........ I artool SEESSERNT DT T gler T
y praadal
s

Cutczms Mamure Format

Pleass select one of the optcm Eelow
|l b asidect The isbies or Sgures sleady uplcadsd prowde fhe resu i e thin ouleme menurs

O 1wl uplead babie(i) and'or fgurs(i) 0 pdf Sormat showng e s for thi ouleome
meRsE

W Slect St opton f 0 d@io k1o ue the egain tabes o decnbs the rmut for o
ashudy or i 0 ssuer o provde scumie and compleie data.

O 1 'will complste the mguiry reuits Isbies for thn cuknes mesare
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Options:

PDF UPLOAD

Outcome Measure Format

Pleaze select one of the options below:
[To be added: The tables or figures already uploaded provide the results for this outcome measure]

& | will upload tables) and/or figure(z) in pdf format showing the results for this outcome
MEeasure

@ Select this option if it is difficult to use the registry tables to desaribe the results for your
study or if it is easier to provide accurate and complete data.

0 | will complete the registry results tables for this cutcome measure

Table/Figure Upload

Uplead
Requirameants

Important: Plezse chick "Uplead Requirements” above and read the requirements bafors
proceeding with the confirmations below.

O lconfirm that the tables and/or figures | will upload have been reviewsd and checked

O lconfirm, to the best of my knowlzdge, that the tables and/or figures | will upload
contzin complete and acourate data

[0 1 confirm that the information | will upload meets WHO reguirements and the registry
Upload Requirements

Check Your Submission

Important: You are required to Check Your Submission before you can complate this section.
Errors need to be comaced before you can complete this section. Please note that some Warnings
are generated with Al technology that may make mistakes.

e
Retum fa Meru

Pravide feedhack an Lhis section
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REGISTRY RESULTS TABLES UPLOAD

Outcome Measure Format

Please select one of the optians below:
[To be added: The tables or figures already uploaded provide the results for this outcome measurs]

O lwill upload tables) and/or figure(s) in pdf format showing the results for this outcome
miessure

@ Select this option if it is diffioult to use the registry tables to desaribe the results for your
study or if it is easier to provide accurate and complete daa

= | will complete the registry results talbles for this cutcome measure

Study Arm/Group Changes for Efficacy

Is the murber and names of study arms/groups for the results of this cutcome measure the zame a3
those entered in the Participant Flow saction?

® yag
O Na
Results Table Types

Please select the type(s) of table to report results for this outcome measure (you may select more
than one table typ=):

[0 Table to report cutcome measures at one or more timepoints

[0 Table to report changes between one or more defined timepaoints (2.9.. Baszline and End of
Treatment)

[0 Table to report derived cutcome measures from study measurements (2.g. T/ Cmax, AUC)

Chack Your Submission

Important: You are required to Check Your Submission before you can complete this section.
Errors need to be corrected before you can complete this section. Please note that some Wamnings
are generated with Al technology that may make mistakes.

e
Redum ko Menu

Provide feedback an this ss=clion
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Is this Qutcome Measure included in your protocel registration?

2 Yes

® Ng

Please provide an explanation:

For example: There was a protocol amendment but the registration was mot updated (see
study protocol)

Outcome Measure Format

Please select one of the options below:
[To be added: The tables or figures already uploaded provide the results for this outcome measure]

[ | will upload table(s) and/or figure(s) in .pdf format showing the results for this outcome
measure

D Select this option if it is difficult to use the registry tables to describe the results for your

study or if it is easier to provide accurate and complete data.

[ | will complete the registry results tables for this cutcome measure

Check Your Submis=ion
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Adverse Events - Population 1:

WHO requirement: Adverse events (AEs) for all-cause mortality (death), serious adverse events and other
adverse events are included in the registry summary results.

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

Very easy | Moderately easy | Not easy

PHUSE Response Selection:

Not easy

2. What suggestions would you make to improve this section?

e Adverse Events for Another Population:

“Do you want to add adverse events for another study population?
(The WHO does not require that additional populations are included in registry summary results.)”

Clarification required here —is this talking about any sub study or something else?

e Theterms “another study population” and “additional populations” should be defined in the form to
avoid ambiguity.

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
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Web www.phuse.global VAT No: GB920 0529 64 subsidiary of PHUSE Limited) = U82300PN2024FTC236151
Company No: 750562 GST No: 27AAPCP2555B1ZE

PAN No: AAPCP2555B



/‘\ Kent Innovation Centre

Millennium Way

phuse Broads|t<aeirr1s'j

\/ CT10 2QQ

ADVERSE EVENTS - POPULATION 1

The World Health Organisation (WHO) requires that adverse events (AEs) for all cause
mortality (death), serious adverse events and other adverse events are included in registry
summary results

Closs

Definitions
Adverse Event (AE)

Any untoward medical occumrence in 3 patient or clinical investigation subject administered a
treatment (2.9 a pharmacautical product) and which does not necessarnily have a cusal
relationship with this treatment. An adverse event (AE] can therefore be any unfavourable and
unintended sign (induding an abnormal laboratory finding), symiptom, or disease temporally
associated with the use of a treatrment, whether or not related to the treatment.

Serious Adwverse Event (SAE)

Any untoward medical occumence that at any dose:

= rasults in death,

= iz life-threatening,

» requires inpatient hospitalisation or prolongation of existing hospitalsation,
= rasults in persistent or significant dizability/incapacity, or

» iz a congenital anomaly,birth defect.

Medical and sdentific judgment should be exercizad in deciding whether other situations should
be considered zerious adverse events, such as important medical events that may not be
immediately lfe-threatzning or result in death or hospitalisation but may jeopardize the patient
of may require intervention to prevent one of the other outcomes flisted.

Adverse Event Data Collection

Pleasze provide & description for how adwverse event data were collected and assessad (optional):

2.g., systomatic such as recorded on a case report form or nan-systomatic such as
passive self reporting

Pleasze provide the adverse event dictionary or vocabulany used (optionall

[ e.g. SMOMED CT, MedDRA (1210} |

Aftzr entering information for this study population, you will have the option to enter adverse events
far another study population where this would help others understand your study

For miulti-part studies, to provide adverse events for different parts of your study enter each part in
tumn as a different population. Select Other from the dropdown box below and provide a part
description and the population eg. Dose Ranging Part. Intent to Treat Population (all participants
allocated to study arms/growps)
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Population for Adverse Events

Please select the population used for adverse event reporting:

Please select... v

Time Periods for Adverse Event Reporting

How many time periods for AE reporting do you want to include for this population?
(Mote: In this prototype changing the number of time periods after entering table data will reset the
tables)

Mumber of time periods:

Time Period 1

Please describe the time period for AE reporting:

2.9., on treatment plus 6 months follow-up

Study Arm/Group Changes for Safety

Is the number and names of study arms/groups the same as you entered in the Participant
Flow section?

The study arm/group names may be different compared with those you entered in the Participant
Flow section.

For example, a cross-over trial may have two study groups:

s Group 1: Active Treatment followed by Placebo
* Group 2: Placebo followed by Active Treatment

For the assessment of adverse events, parhicipants who received the Active Treatment may be
compared with participants who received Placebo.

® Yeg
2 Na
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Study Conclusion: STUDY CONCLUSION (Optional)
(Optional Field) The WHO does not require
stu dy limitations ora study conclusion to be The World Health Organisation (WHO) does not require study limitations or a study conclusion

. . . to be induwded in registry summary results
included in the registry summary results.

Compilete thiz section if it would help others understand your study bt carefully consider the
information below.

Please help us improve this form by providing

feedback on this section: ) . L
J¥ Important: Prior Publication Considerations

Plaasa mote that the [CMUE will mot consider as prior publication the posting of trial results in any

1. How easy will it be to comp[ete this section? ragistry if results are limited to a brief structured abstract or tables (to include study participants
enrolled. baseline characteristics, primary and s2condary outcomes and adverss events)

However, journals may consider posting extensive descriptions of study limitations and
Very easy | Moderate ly easy I Not easy condusions to be prior publication. If you are in doubt. 1o ensure your submission does not
impact journal publcation, please check with your target journal before completing this section.

PHUSE Response Selection:
Moderately easy 4 Important: Content must be factual and non-promotional

Both study limitations and condusions should be scientific, balanced and factual representations
of the study. The content must not include promotional language. The registrant takes sole
responsibility for all statements made.

2. What suggestions would you make to

. . P
improve this section? Study Limitations

N o comments |f appropriate, please describe limitations of the trial

Exarples: Early termination leading to small mumbers of subjects analysed. Technical
problems with moasurement leading to wnrcliable or unintorprotable data. We recommend you
provide mumbercd points or bullet poimts

Study Conclusion

Please provide & summary of the results (efficacy and adverse events) and the study conclusion with
reference to the study hypothesis

Enter study conclusion. We recommend you provide nunbered points or bullet pednts.

Check Your Submission

Important: You are required to Check Your Submission before you can complate this section.
Errors need to be comected before you can complete this section. Please note that some Warnings
are generated with Al technology that may make mistakes.

o
Retum io Meru

Provide fesdback on this seclion
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Share Reusable Data:
Have you uploaded (or do you intend to upload) one or more PDF files of your results in any of the

following sections: Participant Flow, Baseline Characteristics, Outcome Measures, Statistical Results or
Adverse Events?
Please help us improve this form by providing feedback on this section:
1. How easy will it be to complete this section?
Very easy | Moderately easy | Not easy
PHUSE Response Selection:
Not easy
2. What suggestions would you make to improve this section?
e PDFvs. CSV file uploading should be noted in individual sections where applicable. Currently, CSV

uploads are only mentioned towards the end of the form within the ‘Share Reusable Data’ section. We
recommend being more specific earlier on so users know before they reach the final section.

SHARE REUSABLE DATA

Have you uploaded (or do you intend to upload) one or more PDF files of your results in any of the
following sections, Participant Flow, Baseline Characteristics, Qutcome Measures, Statistical Results or
Adverse Events?

O Yes

Check Your Submission

Important: You are required to Check Your Submission before you can complete this section.
Errors need to be corrected before you can complete this section. Please note that some Warnings
are generated with Al technology that may make mistakes.

Save Progress and 8 Print Section

Return to Menu

Provide feedback on this section
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SHARE REUSAELE DATA

Havwe you uploaded (or do you intend to upload) one or more POF files of your results in any of the
following sections, Participant Flow, Baseline Characteristics, Outcome Measuras, Statistical Results ar
Adverse Events?

® yec

[w] Mo

PDF files meet needs for transparency but it can be difficult for others to extract and re-use
data in PDF files.

We therefiore ask you to upload a C5V file containing the summary results you have submitted in
PO files. Do not upload indiviudal participant data.

Plaase szlect one of the options below:

O | will provide a C5V file of my resulis

O |am not able to provide a C5V file of my results

Chedk Your Submission

Important You are required to Check Your Submizsion before you can complets this saction
Errors meed to be comected befiore you can complete this section. Please nate that some Warnings
are generated with Al technology that may make mistakes.

Rahsm to Menu

Provide feedback on this sectan
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SHARE REUSABLE DATA

Have you uploaded {or do you intend to upload) one or more POF files of your results in any of the
following sections, Participant Flow, Baseline Characteristics, Outcome Measures, Statistical Results or
Adverse Events?

® g

O Ne

PDF files meet needs for transparency but it can be difficult for others to extract and re-use
data in PDF files.

‘We therefore ask you to upload & C5V file containing the summiary results you hawve submitted in
PDF files. Do not upload indiviudal participant data.

Please select one of the options below:

B | will provide 3 C5V file of miy results

O lam not able to provide & C5V file of my results

Upload
Requinsments

Important: Please click "Upload Requiremeants” above and read the requiremants before
proceeding with the confirmations balow.

confirm that the OS5V file | will upload has been reviewed and checked

confirm, to the bast of my knowladge, that the C5V file | will upload contains complete and
accurate data

confirm that the information | will upload meets the registry Upload Regquirements

Chack Your Submission

Important: You are required to Check Your Submission before you can complete this section.
Errors need 1o be comacted before you can complete this section. Pleaze note that some Warnings
are generated with Al technology that may make mistakes.

Sarve Progress and B Print Seclon

Retum fo Meru

Pravide feadback an this seclion
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SHARE REUSAEBLE DATA

Hawve you upleaded (or do you intend to upload) ane or more PDF files of your results in any of the
following sections, Participant Flow, Baseline Characteristics, Qutoorme Measures, Statistical Results or
Adverse Events?

® yes

(] Mo

PDF files meet needs for transparency but it can be difficult for others to extract and re-use
data in PDF files.

‘We therefore ask you to upload a C5V file containing the sumimary results you have submitted in
PDF files. Do not upload indiviudal participant data

Please salect one of the options below:

O | will provide a C5V file of my results

B | am not able to provide a C5V file of my resulis

Check Your Submission

Important You are required to Oheck Your Submission before you can complete this section
Errors meed to be comrected befiore you can complete this section. Pleasa note that some Warnings

are generated with Al technology that may make mistakes.

Returm to Menu

Provide feedback on this secfion

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
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SHARE REUSABLE DATA

Have you uploaded (or do you intend to upload) one or more PDF files of your results in any of the
following sections, Participant Flow, Baseline Characteristics, Qutcome Measures, Statistical Results or

Adverse Events?

O Yes

® No

As you have completed registry tables the data you have provided can be easily extracted

and re-used.

Check Your Submission

Important: You are required to Check Your Submission before you can complete this section.
Errors need to be corrected before you can complete this section. Please note that some Warnings

are generated with Al technology that may make mistakes.

Save Progress and & Print Section
Return to Menu

Provide feedback on this section

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
Web www.phuse.global VAT No: GB920 0529 64 subsidiary of PHUSE Limited) = U82300PN2024FTC236151
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Submission confirmation denoted by ‘Feedback Submitted’ for each section:

POTENTIAL CONFLICTS OF INTEREST

Cloze feedback form

Close feedback form

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

2 Very easy
O Moderately easy

® Not easy

2. What suggestions would you make to improve this section?

* Suggestion to define Conflicts of Interest (currently there is no definition on the
web form or any links to where this information can be found). Also define who is
considered as a steering committes member.

Feedback
Submitted

4 | ]
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PROTOCOL & STATISTICAL ANALYSIS PLAN

Close feedback form

Close feedback form

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

2 Very easy
® Moderately easy

' Not easy

2. What suggestions would you make to improve this section?

No comments

Feedback
Submitied

Thank you! Your feedback has been submitted successfully.

4 [ ]
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COMPLETION STATUS

Close feedhack form

Close feedback form

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

2 Very easy
® Moderately easy

2 Not easy

2. What suggestions would you make to improve this section?

Ho comments

Feedback
Submitied

Thank you! Your feedback has been submitted successfully.

4 [ ]
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PUBLICATION STATUS

Cloge feedback form

Close feedback form

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

2 Very easy
® poderately easy

O Not easy

2. What suggestions would you make to improve this section?

No comments

Feedback
Submitted

Thank youl! Your feedback has been submitted successfully.

4 »
E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
Web www.phuse.global VAT No: GB920 0529 64 subsidiary of PHUSE Limited) @ U82300PN2024FTC236151
Company No: 750562 GST No: 27TAAPCP2555B1ZE
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PLAIN LANGUAGE SUMMARY OF RESULTS

Close feedback form

Close feedback form

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

© Very easy
® Moderately easy

©' Mot easy

2. What suggestions would you make to improve this section?

HNo comments

Feedback
Submitted

Thank you! Your feedback has been submitted successfully.

4 »
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DATA SHARING

Close feedback form

Close feedback form

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

' Very easy
® Moderately easy

' Not easy

2. What suggestions would you make to improve this section?

+ General comment: Clarity regarding which fields from IRAS are posted in the public
domain would be helpful to mark up these clearly on the form.

+ In some organisations, another department populates the IRAS form so perhaps it
would be helpful to include an option for the person completing the form to include

Submit
Feedback

»
E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
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2. What suggestions would you make to improve this section?

gdditional member contact details allowing the form submission to also easily be
viewed by the other interested groups regarding this activity, and which fieslds were
selected to opt in for auto-registration so they can also prepare ahead for the next
steps and maintain compliance.

Feedback

Submitted

Thank you! Your feedback has been submitted successfully.

2. What suggestions would you make to improve this section?

* Formatting: In instances where there iz @ prompt to select one option ("Please
select one of the options below:™), sguare checkboxes are used. Typically, square
boxes are used where multiple options can be selected. Therefore, suggestion to change
square boxes to circular instead as circles are usually used when requiring only one
option to be selected.

Feedback
Submitted

Thank you! Your feedback has been submitted successfully.

2. What suggestions would you make to improve this section?

option to be selected.

Mote: This comment applies to all instances throughout the form where square boxes are
used when only one option is required to be selected by the user.

Feedback

Submitted

Thank you! Your feedback has been submitted successfully.

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
Company No: 05422297 (wholly owned European Corporate Identity No:
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PARTICIPANT FLOW

Close feedback form

Close feedback form

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

© Very easy
O Moderately easy

® Not easy

2. What suggestions would you make to improve this section?

* Genergl comment regarding the "Mark All Complete” button in the top left corner of
the main menu: Suggestion for the system to include additionsl verification and
pointers for the reguired amendments (within each section and on the contents/main
menu page) as this button may be selected without the record being completed
correctly.

Feedback
‘Submitied

Thank you! Your feedback has been submitted successfully.

4 »
2. What suggestions would you make to improve this section?
& This section is complex and must be completed before being able to continue to the
remaining sections. The system includes wvalidation checks but could be improwved for
user-friendliness.
Feedback
Submitied
Thank you! Your feedback has been submitted successfully.
E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
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BASELINE PARTICIPANT CHARACTERISTICS - POPULATION 1

Close feedback form

Close feedback form

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

O Very easy
© Moderately easy

® Not easy

2. What suggestions would you make to improve this section?

* Users must click on several options to navigate each aspect for completion. An
option to reset form fields would also be helpful to start fresh on a particular
section or question if needed. Sguare box options cam be unselected, but this is not
possible with the circle field options. Suggestion to simplify navigation and data
entry user interface experience. Prototype lacks user-friendly features and

Feedback

Submitted

Thank you! Your feedback has been submitted successfully.

4 [
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Company No: 750562 GST No: 27TAAPCP2555B1ZE

PAN No: AAPCP2555B



/‘\ Kent Innovation Centre
Millennium Way

phuse Broadstairs
v Kent

CT10 2QQ

2. What suggestions would you make to improve this section?

documentation.

+ For sex, there are options: male, female, not recorded as male or female. In some
cases, for example there could be one female in the arm, when you provide more
baseline characteristic information, you can get a profile of this patient. There

Feedback
Submitted

Thank you! Your feedback has been submitted successfully.

2. What suggestions would you make to improve this section?

* For sex, there are options: male, female, not recorded as male or female. In some
cases, for example there could be one female in the arm, when you provide more
baseline characteristic information, you can get & profile of this patient. There
should be an option either to show the baseline per overall study - in order not to
build the profile of a particular patient where the arm is N=1

Feedback
Submitted

Thank you! Your feedback has been submitted successfully.

E-mail office@phuse.global PHUSE Limited PHUSE CTR PHUSE India Private Limited
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OUTCOME MEASURES - POPULATION 1

Cloze feedback form

[ Document was last saved: Just now]

Close feedback form

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

O Very easy
O Moderately easy

® Not easy

2. What suggestions would you make to improve this section?

+ In the section for uploading of results, is that needed for each individual endpoint
or for gll of them?

» (larification is required on how to report the outcome measure for & different
population when a different population was selected for the overall Outcome Measures

Feedback
Submitted

Thank you! Your feedback has been submitted successfully.

2. What suggestions would you make to improve this section?

population when a different population was selected for the overall Cutcome Measures
section. This is & system limitation in reporting cutcome measures for different
populations, whereby only one population can be selected per outcome measure which may
not reflect study complexity.

Feedback
Submitted

Thank you! Your feedback has been submitted successfully.
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ADVERSE EVENTS - POPULATION 1

Close feedback form

Close feedback form

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

O Very easy
O Moderately easy

® Not easy

2. What suggestions would you make to improve this section?

+ Adverse Events for Another Population:

"Do you want to add adverse events for another study population?

(The WHO does not require that additional populations are included in registry summary
results)”

Feedback
Submitted

Thank you! Your feedback has been submitted successfully.

4

2. What suggestions would you make to improve this section?

Clarification required here, is this talking about any sub study or something else?

* The terms, “another study population® and “additional populations* should be defined
in the form &s currently there is ambiguity regarding the terms used.

2. What suggestions would you make to improve this section?

+ The terms, “another study population” and “additional populationz* should be defined
in the form as currently there iz ambiguity regarding the terms used.

Feedback
Submitted

Thank you! Your feedback has been submitted successfully.
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Web www.phuse.global VAT No: GB920 0529 64 subsidiary of PHUSE Limited) = U82300PN2024FTC236151
Company No: 750562 GST No: 27TAAPCP2555B1ZE

PAN No: AAPCP2555B



/‘\ Kent Innovation Centre
Millennium Way

phuse Broadstairs
Kent

\/ CT10 2QQ

STUDY CONCLUSION (Optional)

Close feedback form

Close feedback form

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

O Very easy
® Moderately easy

©' Not easy

2. What suggestions would you make to improve this section?

W comments

Feedback
Submitted

Thank you! Your feedback has been submitted successfully.

4 [
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SHARE REUSABLE DATA

Close feedback form

Close feedback form

Please help us improve this form by providing feedback on this section:

1. How easy will it be to complete this section?

' Very easy
' Moderately easy

® Not easy

2. What suggestions would you make to improve this section?

Kent Innovation Centre
Millennium Way
Broadstairs

Kent

CT10 2QQ

* PDF vs. C5V file uploading should be noted in each individual section where this is
applicable. Also, suggestion to state clearly earlier on in the form specifying which
sections a C5V would be acceptable. Currently, CSV uploads are only mentioned towards
the end of the form within this *Share Reusable Data®' section. Recommendaticn to be
more specific earlier on so users know before they reach the final section of the

Feedback
Submitted

Thank you! Your feedback has been submitted successfully.

4

2. What suggestions would you make to improve this section?

farm.

applicable. Also, suggestion to state clearly earlier on in the form specifying which
sections a C5V would be acceptable. Currently, 5V uploads are only mentioned towards
the end of the form within this *Share Reusable Data' section. Recommendation to be
mare specific earlier on so users know before they reach the final section of the

Feedback
Submitted

Thank you! Your feedback has been submitted successfully.
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